


ANDA 74-629,,

Elkins-Sinn

Attention: Frances M. Cacchi,o
2 Esterbrook Lane
Cherry Hill, NJ 08003-4099

Dear Madam:

This is in reference to your abbreviated new drug application
dated February 17, 1995, submitted pursuant to Section 505(-j)of
the Federal Food, Drug, and Cosmetic Act, for Iopamidol Injection
USP, 41%, 61%, and 76% (Vials).

Reference is also made to your amendments dated April 24, 1996
and July 3, 1996.

We have completed the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recommended in the submitted labeling. Accordingly, the
application is approved. The Division of Bioequivalence has
determined your Iopamidol Injection USP, 41%, 61% and 76% to be
bioequivalent and, therefore, therapeutically equivalent to the
listed drug (Isovue-200 (41%), Isovue-300 (61%), and Isovue-370
(76%), respectively, of Bracco Diagnostics, Inc.) .

Under 21 CFR 314.70, certain changes in the conditions described
in this abbreviated application require an approved supplemental
application before the change may be made. ,

Post-marketing reporting requirements for this abbreviated
application are set forth in 21 CFR 314.80-81. The Office of
Generic Drugs should be advised of any change in the marketing
status of this drug.

We request that you submit, in duplicate, any proposed
advertising or promotional copy which you intend to use in your
initial advertising or promotional campaigns. Please submit all
proposed materials in draft or mock-up form, not final print.
Submit both copies together with a copy of the proposed or final
printed labeling to the Division of Drug Marketing, Advertising,
and Communications (HFD-240). Please do not use Form FD-2253
(Transmittal of Advertisements and Promotional Labeling for Drugs
for Human Use) for this initial submission.
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We call your attention to 21 CFR 314.81(b) (3) which requires that
materials for any subsequent advertising or promotional campaign
be submitted to our Division of Drug Marketing, Advertising, and
Communications (HFD-240) with
time of their initial use.

Sincerely

Douglas L.

a completed Form FD-2253 at the

yours,

+&- ///&/’&
Spor+

Director
Office of Generic Drugs
Center for Drug and Evaluation and Reseach
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CHEMISTRY REVIEW NO 3

ANDA 74-629

NAME AND ADDRESS OF APPLICANT
Elkins-Sinn, Inc.
Attention: Frances M. Cacchio
2 Esterbrook Lane
Cherry Hill, NJ 08003-4099

PROPRIETARY NAME N/A

NONPROPRIETARY NAME Iopamidol Injection, USP

PHARMACOLOGICAL CATEGORY
Imaging Agent

DOSAGE FORM
Injection (solution)

CHEMICAL NAME AND STRUCTURE

cl#22*3N308 ‘“w” = 777”09

(S)-N, N’ -his [2-Hydroxy-l-
(hydroxymethyl ) ethyl ] -
2,4,6-triiodo-5-lactamido-
isophthalamide.

CAS [60166-93-0]

11. Rx or OTC
Rx

140POTENCY
41, 61 & 76%

‘“-l-””
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CONCLUSIONS AND RECOMMENDATIONS
Recommend: APPROVAL .

REVIEWER: J. L. Smith DATE COMPLETED: May 1, 1996

cc : ANDA 74-629
DUP Jacket
Division File

Endorsements:

&HFD-623 /J. Smith/ gL~~~ ~ 2@6
HFD-623/V. Sayeed/ ‘~;I, l-qw-l- \h;Zl6
X: \NEW\FIRMSAM\ELXINS\L RS&REV\74629TAP .CD
F/T by:
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Iopami.dol Injection
41%, 61% and 76% vials
NDA #74-629
Reviewer: J. Lee
74629W.295

Elkins-Sinn, Inc.
Cherxy Hill, N. Jersey
Submission date:
February 17, 1995

Review of a Re uuest for Waiver

The company has submitted an application (first generic) for the
following strengths of iopamidol injection (a radiopaque diagnostic
agent) :

41% - 200 ml vial

61% - 50 ml, 100 ml and 150 ml fill in a 200 ml vial

76% 50 ml, 100 ml,.150 ml fill in a 200 ml vial and a 200 ml
vial

The waiver of bioavailability requirements for the proposed generic
drug product is being requested under 21 CFR 320.22 (b)(1) based on
the following considerations submitted by the sponsor:

1. The test product is virtually identical to the brand
product marketed by Squibb Diagnostics, Isowe” (NDA #18-
735) .

2. The drug is administered intravascularly, as is the brand
product.

The sponsor has supplied quantitative/qualitative formulations for
their own test product as described below; the formulation of the
brand product is taken from the package insert.

Ionamidol/ml
41% 61% 76% (-2oo)y%& [-370)

Iopamidol (mg) 408 612 755 408 612 m
Tromethamine (mg)
Edetate Ca Naz(mg)
Water for Injection

Both formulations are adjusted, if needed, to pH 6.5 - 7.5 with
HC1 .

Recommendation:

1. The Division of Bioequivalence agrees that the information
submitted by Elkins-Sinn, Inc. demonstrates that iopamidol
injection 41%, 61% and 76% falls under 21 CFR 320.22 (b) (1) of
Bioavailability/Bioequivalence Regulations. The Division of

\-/



Bioequivalence recommends that the waiver of an in-vivo
bioavailability study be granted. Elkins-Sinn’s iopamidol
injection 41%, 61% and 76% is deemed bioequivalent to Isovue”
-200, -300 and -370, respectively, manufactured by Swibb
Diagnostics.

< L ‘7 L@3-
J. Lee
Division of Bioequivalence
Review Branch II

RD INITIALED RPATNAIK
FT INITIALED RPATNA “

Concur:
‘: -

eith Chan, Ph.D.
Director, Division of Bi.oequivalence

JLee/jl/07-24-95

cc : NDA #74-629 (original,
HFD-655 (Lee, Patnaik),
File, Division File

duplicate), HFD-630, HFD-600 (Hare),
HFD-130 (JAllen), HFD-344 (Vish), Drug



SECTION IV

COMPARISON BETWEEN GENERIC DRUG AND REFERENCE LISTED DRUG

Conditions of Use:

Ip

Active Ingredient:

lnaclive Ingredients:

J?eference L]sted Dr~

Isovue@

For angiography throughout the cardio-
vascular system, including cerebral and
peripheral arteriography, coronary
arteriography and ventriculography,
pediatric ang-iocardiography, selective
viscera] arteriography and aortography,
peripheral wnography (phlebography),
and adult and pediatric intravenous
excretoxy urography and intravenous
adult and pediatric contrast enhancement
of computed tomographic (CECT) head
and body imaging.

Iopamidol

Tromethamine
Edetate Calcium Disodium
Water for Injection
Hydrochloric Acid (pH adjustment)

Route of Administration: Intravascular

Dosage Form: Injectable, Solution

Strengths: 41Y0, 61Yo, 76%

Gen@c Drtqg Provided for in this AND~

Iopamidol Injection, USI’

For angiography throughout the cardio-
vascular system, including cerebral and
peripheral arteriography, coronary
arteriography and ventriculography,
pediatric angiocardiography, selective
visceral arteriograph y and aortograph y,
peripheral wnography (phlebography),
and adult and pediatric intravenous
excretory urography and intravenous
adult and pediatric contrast enhancement
of computed tomographic (CECT) head
and body imaging.

]opamidol, USP

‘Irorwthamine, USP
Edetate Calcium Disodium, USP
Water for Injection, USP
Iiydrochloric Acid, NF (pli adjustment)

intravascular

Injectable, Solution

41%, 61?’0, 76?40



SECTION VII

COMPONENTS AND COMPOSITION STATEMENTS

A statement of the composition of the drug product:

Iopamidol Injection, USP
4170

200 mL Vial

Iopamidol, USP

Tromethamine, USP

Edetate Calcium Disodium, USP

Water for Injection, USP

r!2unL

408 mg

Hydrochloric Acid, NJF 1:1O added, if needed for pH adjustment
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SECTION VII

COMPONENTS AND COMPOSITION STATEMENTS

A statement of the composition of the drug product:

Iopamidol Injection, USP
61%

50 mL Vial
100 mL Viai

150 mL/200 mL Vial

Iopamidol, USP

Tromethamine, USP

Edetate Calcium Disodium, USP

Water for Injection, USP

MLmL

612 mg

Hydrochloric Acid, NP 1:10 added, if needed for pEI adjustment

190



SECTION VII

COMPONENTS AND COMPOSITION STATEMENTS

A statement of the composition of the drug product:

Iopamidol Injection, USP
76?fo

50 mL Vial
100 mL Vial

150 mL/200 mL Vial
200 mL Vial

Iopamidol, USP

Tromethamine, USP

Edetate Calaum Disodiurn, USP

Water for injection, USP

Hydrochloric Acid, NF 1:10 added, if needed for pi-I adjustment

191



J-2474 -i ELKINS-SINN

IOPAMIDOL
INJECTION, USP

[ NOT FOR INTRATHECAL USE [

-_.m_ -__._,, . ..... ... ..
-.. .. . . .. ~ ..: -s-.-.-z 7_a.rL_,

Ioptrmidol htjsotiorr 41%, 61% MCI 76% are
NOT FOR INTRATHECAL USE.

See INDICATIONS AND USAGE snd
DOSAGE AND ADMINISTRATIW ssctions

for turther detslls on proper use.

DIAGNOSTIC
.

NONIONIC RADIOPAOUE CONTRAST MEDIA
For Anglogrsphy Throughout the Q@bwscular System,

Including Cwebrsl ●nd Psrtpheml Arisrbgmphy,
Coronay Arterlography and Vsntrkukgmphy,

Pedktrk Angiocerdkrgrsphy,
SeIectlve Vkcersl Arterkgrephy end Aortography,

Psripheml Venogmphy (Phkbogmphy), and
Adult and Psdkhrtc illtlSVSfKSUS E2CrStOIY Urqqhy Sfld
Intmvenoue Adult and Pedktric Contrast Enhancement of
computed Tornogrsphk (CECT) Head d Sody Imaging

DESCRIPTION
WamiddInjecfim USP formulations we stab4e,equOous,stede d nca~rogenic 8duticms for inkavascu!ar
admlnt8ba@-.
E8ch mL of fopamk%i In@ion. USP 4t % contains Ic@amictd406 mg. mmwflmmme 1 mg and edetate calcium
d~um 0.26 mg. Th8 solotii contains 8pproximatdy 0.029 mg 10.CO1mEql sodum and 200 mg organtilly
bound iodine p8rmL
Eech mL of Iopamidd Injection, USP 61% ccmtaim @amidd 612 mg, Immwhmiw 1 mg and m%fatOcakium
discdium 0.39 W. TIW wlutbn ccmlains~oxirmueiy 0.043 me (0.002 mEql sodium and 300 w organically
bound icdine fmr mL
E8ch ML & Iofamiti Iniecfhn. USP 76% c@xI@klS@aW 766 nrR.IxcmOfJwm‘m 1 mg and efhfde cabium
disodium 0.46 mg. Th8 eolufiea c0nt8ios WOxLnatefy 0.053 mg (0.002 mEq) scdium and 370 mg organically
tmundiodim8permL
?he PH C4 lopamidof Injecfiem uSP carvm8t media has been a@usted to 6.5-7.5 bdlh hydrochloric acd.
Pedi+wnfphydwchemical data em mded below. Iopmii Injection,USP k hw!tomc es compared to @asm8
and cerebmpinal Ifuui (Woxmafely 245 and 30i mOsmfkg water, respdveiy).

mAMlooL

Pmarrtet*r 41% SI % 76%

CencanbafkM (mgI/mL) 200 300 370

Oundefff et 37%
(Kk3mkg w*] 413 616 7%

VIfly [cP) at 37*C 2.0 4.7 9.4
at 20~C 3.3 8.8 20.9

.Specii Graviiy 8f 3TC
. .

1.216 1.326 1.405
.. . ..... ... ......... . . . .- _..:... .-.-_—

Iwmdd i?.a fxact!cally odorless, white to cff-white powder. if IS WY 8oiuble III wafec sparir@y soluble in
~ WX+iCaffy insdubfe in dcdwt and m chloroform
The cherr!kal name of mpamidd is lSl-N,N'-bis[2- Hydroky-l-[frydroxymefhylleU7yf]-2,4,6-&iti-5-
kAamicbi80@thelam*. The 8bucturd krmula is

Ho,. ~ $!‘ o :owHcH#
!+3C-’c~cotw

i LH*CW

C,7HZ21L?N308 Organically Smmd lame: 49% w 777.09

CLINICAL PHARMACOLOGY
Intrava.xular inject!! of a radiipaque dmgmxt!c agwd opac(as tfwse veswls in the path d I&I of the
contrast medium, permiftmg radmgraphiu v!s.uahzationof the mtermd dructures of the human bdy until
e@icanf hefnodilufon occurs
Fdkwing ilmvasculer mpctmn, radwpaque diagmstic agents are immediately ddtded in the circulating
p!a8ma. c61wlabons of apparent volume of dtslribufumat steady-state iticate that wpamidd is didnbuted
~ ffw circulrdmgW vohmw and c+hefextraceflularItuid,them apIMar5 to be no significantdeposiwdn
ti *midof in -u* Uniorm dktributiin of mpamtdd m extracallular tfuti is reflected by ds de-mated
utIlly m contrast enhancement of compuled fornographfcnnaglng d the head and body Iofbwlcg inlravefwus
admmstrafm.

~ pharmac~ine+$cs Of intraven~dy admin@ered npamidol In normal subieds ccnform m an ~ M-
Ccmpartmenf model wdh fvst order ellminanon(a rap!d alpha phase 10,drug dtstribufimnand a slow beta phase
for drug dimkmtkm). The ehmination serum or plasma I@-ltie IS approxtmateiytwo fwurq the hafi-ltie IS M
&%s dependent M stgnbicantnmtabe+sm deioc,nabm w bofransformaf#onoccurs
Iopam!del ISexcreted ma!nly throughthe kdne~ fdbwing intravascularadmmtstrawcmIn p8fienk wti !mpaired
renal function,me ellmmat!onhalf-life IS prolongeddependent uponthe degree of !mpamnent In the absence d
renal dysfunction,the cumulatwe unnafy excretion for lop8mtdol,expfessed as a parcenfaga of admmmtered
fnlravenws &se, is approximately 35 to 40 p+rcenl at 60 mmutes,60 to 91 percenl at 8 hours and SQpercent
or more m the 72- to 66-hour perIod after admmstrabon In fwrmal 8ub@s, 8$pfoxlmately one percent or less
of W adminider~ d@-a acwars m cumulative 72- to !J&hour fecal spemnens.
IqIam!dol Infecficn may be vtsua;lzed m the renal parenchyma WWIIn 30-60 ser%mds folbwmg raped
intrav.mwus admmusrmfion Opac(f)cat,oo of the calyces and pelves m Pat,enfs w!th nonnd wnal hmclum
becomes apparent wdfun f to 3 mmutes,wtth optimumcontrastcccumng between 5 and 15 mnwtes In pat,ents
@h rend Impamnent contrast vlsualuatton may’be delay6d
Iopam!dol d!splays lrf06!endancy to bmd 10 serum w plasma prote,ns.
No evtince of in uiw complement acfwabon has been found m rw+nmtsubjects
An!mal stwhes mdncatemat rnpamidol does not cross the bloc+ brain barrier to any significantexlemtfollmvmg
i7tmva8cdar wfministrabon.

!apamk!d b@Okm enhances comput6d tomographic bra,. lmag+ngthrwgh augmentation of radiogmptwc
efhef?cy Tlw degree of enhancement of visualtzat!onof ItsSuedensdyis directlyrelated to th+ dine conlent in
an admnnstered do% peak time blood levels cucur {mmedmdelyfob’wmg rapadmlection of the dose These
kvels fall rapidly within five to ten mmties 7hls can M accounted for by tfw ddutmn m me vascular and
wdmcellu(ar ffwd comparfmenfs whtch cau8es an in!ttalsharp fall m plasma ccmcentratmn Equilibatcm wdh the
exfmcellular compartments is reached m abcwften m!nutes,tiereafler, me fall becmnes expcmamal Maximum
contra8t enhancement frequently occurs after peak blood bdne levels are reached 7he delay in maximum
wntm8f enhafuenwnt can range from five lo forty mrnties depending on the peak i~me levels achtevti and
the cell fype of the Ieslon Th!s lag suggests mat radlograph!c contrast enhancement IS at least (n pafl
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I w pm m loparmm Injecwm, USP confrasf med!a has bedfl adIusted m 6.5- 7.5 wi61 hyckochloru sad

p~ ~ damarenOkSd bE4cwlopmafd kliec60n. usP6f%Qemmc 66~b$48alna
C—@mww kid MPmhmafeh 265 Uld WI Ifloamlkg w6ter, mqlmwfy).

wANkDOL

Pumnmu 41% 61% 76%

Cac8nbafia (mgIlmL} 200 m 370

CMmc4afii af 37%
@lCksmlkgwater) 413 616 Ts6

Vmcmity ICP] at 3X 2.0 4.7 9.4
8120% 3.3 6.6 20.9

-G*M3~ 1.216 1.326 1.405

~rnafw=ticdfy cdodess,ti ffo~--~r. ffaqminwdwwwwsd-ti
~~inSC4@0in_ti inch&d2mn.
The Cflnnlical I!arfta d iopamii is [s)-N,/4,-biS[2 -f’f@oxy—l —[f@myr#@ )d!yf]-2,4,6-kiti-5-
~. Th@smXturalkwnMIfa &

~OH

@M4Y4CM*ofi

1 6f4*ctf

C17H~13N308 Organically 6mmd Iod+w: 46% MV4 m.oa

CLINICAL PHARMACOLOGY
Itiavascular injecfkm d a radiopaqw diignmstic agent opacifea those vu15@s m the path ci flow cd the
COnbast rnedum, pwmilting radmgraphii visuahzatbn of ffw Internal suwtwes
s$clifkaf f!amcdilldnll occurs.

ti Ih9 human body until

F@4kedIw mbavascvlar “mjecfbn, radwpaque diagnmbc agents are immedata& d!u!ed is the c.c.kdmg
PQSIIW ~~1~~ of Wwenl VOWIW of d!*i~~ al Sfeady-wafe Iticata ftwt iwamktd IS ~bided
tetwaen flw cimdafmg bkicd vmlurneand othw emacellular fluid there acQ8afs to be no sgnkant deposd!an
d iWWMOI kf 6awRs Unifann disiritwhcmcd ioparmdd in etiacellular ffuid s ref&I@ by ~ C&WIIStiW
utdkym Cmdrastenfwmcemant of computed tomcgrapiW imaging of the head and body tul~ng mbavenous

The p+annac0kinefic3 of n-ravenously adminc5tt3mdiopamidd in nomnf s@ects conform to an open twO-
cmpadnwd model wth I!rst ordet el!minatiin (a rapd @@a phase for drug di?tribufkmand a slow Ma phase
ka ckug ehminti). The efiminatFm serum or piasma haH.life is approximaWy two W, sw han.lti is I@

dose depw&mL No sgnifcant metatmltsm, demdIm60n w bictransfcmnaoan02curs

-U IS Excrati mainly through the k@mya k3fkMng irdrava.5cu18f8dmmiSrafkm.In oatkmk vim mq?aired
meal Iurtd@m.the efiiahon hail-me m ptolonged dependent uf.uMUw degree d knpwmmt In h absence C4
renal dy#unden, the cumulative urmarj excretm ti bpami+d, expre$sa3 as a percentage d admimstered
i~avenous dine, isappmxtmately3510 40 percant at 60 roes, 60 to 90 permnt at 8 hews and 90 percent
of more m the 72-m 96-hour period alter adminmtratkm.In -1 su@fs. appmmmafeiyone prcent of less
d the admiiisfwed dose 61W&-6 m cumulative 72. m a6-fwur fecal specinwm.
@mnidOl Injecti.m may be vtsuaiued m the renal parwchyma tin XJ.60 ~ folfowing rap%
intravwu—wistimmtrafm. Opactiuaoon of the cafyces and pdves m patients wlh normal rmal functton
bnwmes apparent wifl-m 1 to 3 minutes, wth c@... ccobasf occumng between 5 and 15 mimdes In pabents
* renal impnii COnbad vtsuahzattonmay w delay%

~ S@WS hftleW-y to bird !-3 serum or P4asmapmtems.
Noevidancedifl~ mm@ment activalti has been fcwnd in nofmal WL!+XIS
Wtmat studms tiicate that epamdd does nci crms tlw W-Main bam+r to any sigaficard extent fallc-.ving
hwravaacuiaradnvmtratwn.

IOpamidd lnfedon enhancea computed tcmographw Marn in?agmgmrwgh augmemat!ca of radqraphtc
efficwncy.7% dqyea cdenhancement of vlsualtzabonof tmsuedwmty is dnemy related to Ifm 13dinecontentm

.. -.,.”----~ .. -—- .. an administered dos.a peak lumimebleed levels occur !mmed!atelyIollowmg rapid mjectkm G4the &se These
W fall mptdfy w“~$o fwe to ten mmutes Thm can be accountad fcn by the CIIkdon m the vascular and
exmadfular fluid mqwfrfmnts ti,ch causes an initialsharp fall m pIasma ccmcentrattottEqutlikatii vaththe
exiracelfular ccinparlments m reached m abcxl ten mmules, thereafter, me fall becomes expcoential. MaKlmum
coma$t enhancement Imquentfy occurs afier peak bfood cdm levels are reached The delay m mawmum
contrast 6nfWcenmnt can range from I!ve to WY m!nutes depending on me peak todine kvets achevad and
tha ceil type of Uw km. This lag sugg+sts tit radiiapfwc conlrasf enhancement is at teasf m part
dependent cmIfw accumulation of wdme wthm the Iesio” and outside the blocd peel, dtfwugh the mechamsm
by v&211dvs occurs 6 not char. Tfw radwgraphtc enhancement of nontunwal Iesicas, such as Mfenovenous
matfcmnafiis and aneurysms, ,s V&ably dependent on the bchne contenf of fhe cmculatmgblood pcd
In CECT head nnaglng, !opam,dol IWCIICWIdoes net accumulate m normal brain tmsw dwe to ttw pwsence CA
fhe “bloor-train”’ bamer. The increase m x-ray absmpbcmm normal brain IS due to the pfesence of contrast
agent wdhm the W pool A break in the b40cd-bJamkwnar such as occurs m malgnam tumors of the brain
almws the accumulabonof the Ccmtrastmedum wdhm the mkrsbhal tls.sued me Iumm Ad@cent nc$malbra(n
tissue does rml cmwam the contrast medum
In rwnneual tissves (duringcomputed tomography of the fmdy),!opamdol dties rapdly from the vascular Into
fhe extravascular space lmmase m x.ray absorpfmn w related to bkmd flow, ccncentratmmof lhe confrast
medium and emrachon C4the caotmst medwm by intersthialOssueof turners Since N barr$w ex!w C@nwasl
enhancenwnt is dms due to fhe reiatwe drffem.nces!mextravascular ddfus!ca ~n MMM m -real
tmsue, quite dKfemnfhcm that m uw brain
Tf’m F4Mnnacokuwtcs of !cpamdd in bnh ncfmal ard abrmrmal nssue have been shown to be varable
Contrast enhanC0!7Wnt.9p0.3ars10 ba gfeateSt soon aher admlnlsbatlonof Ihe contrast 17!-6dlum,and following
lwaarterial rafhw than mtravenctm admtmstmtton.Thus, geatest enhancement can tm S8tected by a sews of
c0nsecu6ve Iwc- 10 thme-se20rai scans pwfcfrrrad Iust after mjectii (win-m 30 to SO seconds]. I.e., dymam,c
computed fancgmphic Imagmg

J“

.. . .. ............ ...... ,.............—.----------= ..-..&.
___
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INDICATIONS AND USAGE
kpamddlnf.a&m is mdcaied b angkgr@y UrO@w.d Uw ~ ~. mcludmgMmtual mid
per@wal ade@gr@y, coronary aftemgraphy ad vetttricu~. pdiakic ~, sef@ive
wsceml mtericgraphy at-d acdcgraphy, fw@mml venography (~, Ondmtunaldp?dmtic
mbavemus excremfy urcgraphy and intravenous aduh @ ~ cwhasf ~ C4 ~
~ (cECTI head and tudy -W (sea below).
CECT MEAD WAGING

~-v~~titi~ Pwc-rn-afmm bf’mtvilidl nmynddlwwise
haw been sabsfactmly vwalized
-kuMom
~~m~Ymtilto~ flw@sncemdmmnidcartainmali- such es:
ghclnas includiog malglmnt giii glWWmas, asb~ Ol@end@i and g&@&lla5.
ependy momas. medulloblastomas. meningiomas. neuromas. pmakxnas, @uifary adenomas. cranlo-
Ptwyngii germuwmas and m%bslakbskm.l%etsdu~d~ enbwwwm fOr#laktvesb-
~d--bwsweati,ncases dkwgiade mi~@iomahasnofbean ~.
In calc~ lesions,tire IS @ss tikelihod d enhancenwri fol~ hmapy, kmmm may show decreased or
mmhmcmwm
ThecPackaticn dthemfenwwr miskdlc&q ccotmsfmema ~~~-msdledln~
dtagrdsrnanumbero! Uhm-@Se naflndsbJdieS
NoNNEOPLXIW CONOlllONS
Icpamidd f@@ctbnmay be berwficial in W itIo@ ~ d
d recenf & may be befmt visualized MUI CUWaSf enhamemwA
comraslms@aaremed,T heuse ofmdkmtedcrr&asI media rasdfsh contmstenhammm ~~
SOmdcertiat !nfartisfudied fMMUWtO f0WWWk5~~01Wt d5yny@lK
Stes d tK#W infection may also be enhanced Mknving ccmfrasttrda admhfmh
Arlerkwenmts MdfOMWtlWIS and aneutysms wifl skww caNmst ~ For these vascular leskms, the
enhancermnf isprchbiy deperxtenton thetimcmfmtd m+~t+wjj W.
Hen?atcmmsand mtraparenchymd bkkedemse!domdemon.shataany ~ dwcanmm HQw8ver,iricasas
of infraparenchymd clot, fcf which there is no c&ous cfinical e@m8ticm, mnbasf media admm!sbabonmay
be helpful in ruling out the pos.sibilii of assdciafed aderik4anous ~
CECT BODY IMAGING
kpamidd Injecticm may be U* for mhamermnt OfcOn@edkmtcg@c ‘nwJ6si0r demcbOn and
evaluadon d bsiis in lhe liver, panweas. kidneys, sum. Inda@mm, -MI Cavily, pehlis ad
ret Openmmd SpaW.
Enhafwwimnl d cmpmd tomography ti k@miM Injectim may be d buwH in esmlfuhq rhgwses d
cerlain Iesii in these sties wdh greater assurance than b possibk W CT ekme, and in supply@ ti~l
leatures of tfw Iesicms(e.g., hepafic abscess d4neatkn prior to ~ dmk!agB). In Oa’16fcases, Uw
contrast agent may allow visualization of lesions nof seen with CT ~ (e.g. tumor exlemwon},or may help to
define su$piciis Iedkns seen wiu?urwnhamxd CT (e.g., pancre& ~].
Contrast enhancement ~ars$a Lm_ wihin60f0936eumds afkwbok6dni&trti dcnimasf
agent Tftemtc+e, ufthzatmn of a cond- seaming technqm -i CT scanrIing”I may improve
enhancernerd atidiagm$tica ssessnmnf dtumoranddter~mxh as an abscess. ~ti
reveafmg mwspwwf cfmoreextensnm disease. Forex~a cyst maybe &sdn@ifrcmta
vascularized sdii kdin wt!en pfecorI&asf and enhanc6d scans me y Ulemnperhlsad lltassshows
uncharged x-my tiphon [CT number]. A vascuktied fesion!s ~ by8nincreaw in CTrwmber
In the kw tides aftef a boius of mfravascukr confmst agent it may be ~ be@P u rwmd tissue,buf
woukipmbatdy ndbeacyst hemamma wolherrmvasadarWon
Secaus8 Urmnhanced scanmng may gmdde @equate dmgnosfic kdmmfim iflhhdividud padaqfhe
dwiscm to employ contrast enhancement wiwchmaYLms.$sociakd~ ti and inmased radiatim exfmsure,
should be based upon a cardul evaluation d clinical. other radol@ca.1 md unmhwwd CT tirt&ngs

CONTRAINDICATIONS
W-le
WARNINGS
Sowm Adwtw Event8-lnadwterd Intmlhncd Admlnktmtf.m

.——.—._.:- . . ...— ----- . .... —- -: ..?--4----- , =.-.-_7 -i Sericus adverse reactions have been reported dim m the inadvedw$ inbafb4 administrationd icdinafed
.-, ....... . . ... . .. . . . ..-.. ... ....... ...=. ..... ..... . . . . . . .

cmtrasf meda that are not md!cated for Imratfwcal use These _ advme mactbns inc!dw *8UY
cnnvukmns, cerebral hemorrhage, coma, paralysis, arachmnd!hs,~ rend fdiure, cardiac arrest, seizures,
rhabdomydysis, hyperthermta and bratn edema Special attentionnutsfbe given m mum U@ fhii chugprodwf
IS m madvedenffy admm,stered mtrathecdly.
Nonionic icdinakt contrast meda inhbit W coagulatmn,in vifm, IESStfmn ionic conlmsf m9dia Casting has
been repcnledMe” blood remains in contact wiih sy!inges COntainirqnmdoftii canhst medii

serious, rareiy fatal, thrombuembohc events causing myocardtal irkctkn ad simke have been refmdud
during angkgraphc procedures wih both iomc and nonmmc crm&sst media Therefore, nmfiiukus i~-
vascular admmmfrabofitechn,que IS necessa!y, Pamcularlyduringargicgaphk pocadurea to tIWniIUQOifwun-
bc.?mbdic events Numerous Iactors, mcludmg length of procedure, ~ and s@ge makrial, undeffying
dS8ase state and concomlfant medCatlOnS may COntflb@ to the ~ of tlmmboembdii evenfs. Far
these reasons, meticulous a.gmgraph,c techniques are recommended ~ cbsa affentm to guid-swm
and catheter man,pulat$on.use of mamfold systemsand!or (k&way s@mcks, freWEIOIcatheter flutiing wth
hepamzed sattne solut,ons.and mtmmizingthe Imgth of ffw procedwe The use d plasticsymges m @ace d
glass syringes has been repwd to decrease, but nof elrmmate,!he M&mod d in uitm cbtt!rq
Catmon must be exercised m pal,ents wilh seVerOIY(mpalred renal ~ itmse with camtmed renal and
hepafu d-. w anurm, Pati,cularly wlmn Ikrger doses are adm~
$ladtopaque d!agnc=stcccma.st agems are @cmfially hazarckus in pdiems w?h rnuftiplmmyeti of aher
paraw~ed~mm W*CufarlY ,n fhose ~ ffwmwmcarly resistam d Myeti omurs most cmnummty in
permnswerag4413 Ailhough nather the contrasf a9enl ncf d9hY*abnn has bmn proved *prXly knbe the
causa c4anuria m myeknnatous pabenfs, t has bwn specukted thd III@CUnbiIWIIWId bdh may be causatm.
The nsk m myekrnamus patents IS not a Contraitilcatmn howaver, z+mcialpmaitms am rwmd.
contrast rnada may pfomote slcklmg In mdwtiuafs Mm are bmzygum Im *kJe cd d- * injeded
intravenouslyor mtraartermlly
Adm!nlstrahcmcl radwpaque maler,als to patwds known w sqmcted d having Pfwochrommylma shculd be
permfmed wllh extreme Ca.bon H, m ttw cQImwf of the physicmn.fhe FCIS.4bk&tefits G4such pmc9dures
cuwetgh the ccmdered r!sks.the Procedures maY be performed hawew, tfw ammmf d radiiv msd!tnn
m)ected shouti be kept 10 an absolute mmmum Tfw bkxd pmsam should be assessed tlwoughcndthe
piocedure and m-sa.suresIor treatment of a hyperfenswe crisis sfnnddkmavailable These Pat,enk SWUM be
nwmtowd very cI05EJYduring contrast enhanced Lwocedures
Reports of thyroid storm following the use of od!namd radwpaqm dagrmtic agents m patients wiUI
hyperthyro,dwm or wfln an autcmmaksly funcbcmng thyrod ncdde suggest that mm adddml rts4 be
evaluated in such patients before use of any contrast nmdum.

PRECAUTIONS
GENERAL
Diagnostic !mmdures wh,ch mvol.e the use of w rad(opaque agent dwofd be carried O@u!w$$rthe dwecficm
ot personnel w!th ffw prerequisite training and wth a thorough krm&dge d h pafiixkr pmcedjre to be
performed Ap+wcfmaleIac!llfles should be available for coping WIUIany con@ii d the pfocedure, as well
as for emergency treatme.t of severe reacm to the contrast agenf H. Abef mremefaf admmsbatmn d a
rad(opaque agent. competent personnel and emergency faCAti*eSshcw!d tm aVaikble fw at bast 30 to
60 mmufes since severe delayed reactons may occur
Preparalcry dehydrahon IS dangerous and may Contr,btie to acute renal ki!iNO m patents vdh advancd
vascular dlsea.se,diabet,c pal!ems and m susceptibk nond$abetlcpatients (dmrt ek!erty with preexstmg renal
d!sea5.?l.Patients sfmuld be well hydrated PIicf to and following ~ adminktratti.
me pc.sstbdhyof a reacbon, including sermus, Itie-flwea!enmg,fat-d.an@ryfactcid or cardma.scular reacfiis.
should always be considered Isee ADVERSE REACTIONS I. Pat’kmdsat increased ns4 m-dude Umse wifh a
hmmry of a prevhxs reac!lon 10 a contrast ~lum. patents wrlh a known s@sMmly to IOdinOper se, and
patlems wm a km cllmcal hypersensifivtfy(bfonch!alasthma, hay fewer and food alkrgies) The occurrence
of severe ,dmsyncrahc reaclwns has prompted the use of several pretesting methods However, pfetesfing
cannot be mhed upon m Predict sevme reacfcos and may itsetfbe hazardousfar tfw patient n L5wggesmd mat
a thorough mechcalhlstofy wfth emphas,s on allergy and hypersensidvhy,prior to flw mjectii of any ccmtrasf
medium, may be more accurate than pretesting !m!XdlCti.9 p0t91Xidadverse reactions. A powbve history of
allergles or hypersensfl,v!ly -s not arbwarAy conha!ndcate the use d a conimf agent where a dlagnmstic
procedure IS thaught essent!al, but camon sfIcwkl be exerc!sd. Prerrwd@tkn with antihmtamiw w
cofilcosterlotdsto Ew3d or mmmze possible allergic reaCfiOm m su-$h@lefdS mkf be consdercd Rec==mi
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Bmxmeunmhaad 5cammgmayfx0v@i3 adBw.M~hf0m4xI
dnc15i0nmmpby uNdrast~

rnnlekdiidud wdwnttfm
Aiimaybeassoclafedw ithridluld mcmnsuJmdiaim expxwa,

shcddbe based uponacmefu lwalu?.tim dcfmcaf, dhuradmmgicafnd umnhand CT rindin@.

CONTRAINDICATIONS
tlone.
WARNINGS
S0vu8AdvQInswalts-kudv@ult!ntt-mncdAdmbl18tNtf0n
SenOUs#dveme.rea cbonshavefmcmmfmrted duemUmma&er&d~ ~~ti~

ccowa3f medlathat aren0fmdC8fed fainbdfmd m39Th0seanri0Us~ rwctula kldude’deaul.

three reascms,~ m@ogra@ic techn&.s am mccn-nmertded_ ~ ~ m gumm
and cath@er mmpulalkm. use of maniiold systems andfcu flwea.way ~ ~ cfM@er A.mhing*
~Wn@d =lIfI@ s@ufIMs. and .ini.ming ffm feogthd the prccebe. Ttm use d P&A syinges m w d
glass synrqes has beem mporwd to decrease, M nd efimimat8,Wm Ilkefff d in vitro ckdng.

Caution must be exercised m pfments with seveteiy impaired renal - ti * wmbingd read MM
-w disease. or aroma @Jcuiady m Iargm doses ale MmIn@wed
Radmpsq.e dmgnoabccmnbasf_ afepdermaffy hazardausmpabmes~ nminpte myafomaorodmr

&s&s ww age’4C. Alt&gh rwilher tfw conbistam” nor dehydration b- Oeen proved sepmtdy m be-the
cam d aroma m myekmwtous patMts. d has been speculated that Um ~ d bdh may be causdwe.
The risk in myeimatous pat!enfs b not a conbaind$atum, however. speciaf ~ am mquirti.
Crmtfast media may promote .wckhngin Individuals* are ~kr$idde cslldiseas e-infaded
irdravemudv or mbaadermlh.

P=MJmed *e~~~tiw. ff, #nti@~dti Phys&an, ffwposs& be#ifsd&chpmc@.ms
.mdweIghthe cons!dwed risks,th+ procedures may Lw @cfm-@ fwwiever,Uw mnmntt CAradIOP&W medium
mlecfed should be ke+x to an amble mmmum. The blood pressure shoufd be &ssessd ~-
procedure and measures fof treatment of a hyperfenswe crisis should be awiiable. These padems should be
mmtored very ckaiy during cmfrast enharwed procedures

_ @ myr~ * fol~i~ ~ u= d ~l@ rad~ dii agents m patiems wdh
hype~yroidcsm or WUI an mmXmmO@y fudor@d -lyrc#nwJlde Sugge8t matthkaddbbnd Mb
evaluated in such patiats before use O! any ccmtrastmeciwm

PRECAUTIONS
GENSRAL
DiigW procedureswhiih mvdve the w d any mc%paqw ammkifm-ad ufutwtfw’di=tion
d-~lmffw-umtietiain~ aMtwdha ftuXough knowlac@&, ~pwtic@r _reIOW
performed. A+ym3prIat0Wiffi,es should be avaibafie kmcoping * any ~ of Uw ~~e, as *I
astoremtergwcy treatment ofsevere reaction tOthewnbasl agerdiisefi. AnOrpmntemt *“ m@mtionda
radmpque agent competerd personnel and emergency fadldies shwfd be avmlab4e for at leas 3d to
60 mmtdes smw savae &faymd reacfwm may occur.
Preparalo!y dehydration is dangerms and may ccilribute to acute renal failmu in paMn!s WI advawnd
vascular dsms..e, dabetii @erds and WIsusce@ibfe nondmbetw pafmrds (dknmeldedy with preexktmg renal
d=as-e). Patients dwuM be wAf hydrated @or to and Idkiwirtg b@miM ad?inisimtmn.
The pos.sitdhyof a reacbrm,melting sermus, Ii-threatening, fatal, anaphy!adnid or cardiovascular reactiis,
shrxti afways be cmw.d.smd (see ADVERSE REACTIONS). Pabems a! imweased nskirwludedwsewiltta
hmfow C4a prevwus reacbon to a Ccmtras!medium, Patients wim a known sensdmityta Mine P61 se, &
pahen!sWIUIa kmownclmcal hypersensilivhy(bmnchtal asthma hay lever and hod allergies) The occurrence
of severe diisyncrabc reactms has prompted the use cd WVeral prem$img metJ’ds. However, pretedmg
cannot be rel@duponm predictsevere reacuormard may tsetf be hazardous ti Um patkmt ft ISs@esftK! tJmt
a thorough medical hmm.y w!th emphasis on allergy and hypersensmty. FHIU to tfw L9jectm d any ccmtmst
medium, may be mwe accurate man Fetesting m predctmg p.denbal adverse mactmvs. A PC6mvehmtmy of
allergies or hypersensfiwitydoes nci arbmardy Conbamdcafe the use d a conbasl agmt tie a dmgrm+k
procedure IS Wght essentml, but caufton shou!d be exemise5. Premedii wdh anf!h@amines or
ccfiIcos4erimdsto avo!d or mimmrze pmsibie allergic reactmns m such @ents should be considered Recent
repmts wdcate tfwl such ~efreatment does not prevent s-arm liie-Uweatenifg msdons, bldmayreduc8b0th
ttwr Incidence and sewtty
General anesthesa may be lnd$camdm ttw Performance & some procedures in seleded patients,however. a
higher madence of adverse veaclionshas been refmned wdh radlopaque media III anesUmbzedpafmnfs.wimch
may be anr!butabletome mabddyof the paflent to @enttfyuntoward symptoms, w to the hy@ensn’e e%cf d
anesthesia wtwh can reduce Card,ac output and increase the durawm cdexpmue m Ut8 contrast w&m

Even fhotigh the osmolahfyof !opamdol IS low compared to dtamzoate- or ofhafamafe-based iomc agwds of
comparabk tine cmcenfratmn, me potenttalfransrtoryincrease m me ctrculafmyosmotk bad in patents with
congestive heati fadurerwuves cautton during mfecfbn. Tlwe Pat,enIs shod-d be ~ fcf several twurs
Iol!ovmg the procedure to detect dehyed herrwdynanuc dmwbances
in angmgraph!c procedures, the LWSSdMdYcd dislodging @ques or damagmg w Pedc@mg me vessal wall
stmuld be borne m mmd during catfwler mampulatwmsand cmrnrastmedum infectmn Test mjectwnsto ensure
pfcmercatheter placemenf are suggested
Sefective com.%wy aflemmphy should be perfwrne$ only In selected patkfds AIM fttma m vdmm me
expected tene+ts oidvwgh the !mcedurat osk. The mhefent risks c+angI@adogra@IY in pahentsfi chrwwc
pulmonary emphysema musf be w’mgfwd agamsf the necessdy b @ormmg tkis procedure A@ogm@y
shcwld be avmded wlwnever possble m patients wdh honmcystmuna, because cd ltw nsk d hducing
mromb?.ts ard embohsm See also PRECAUTIONS-Ped!atmc Use
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Transibxy ch~s ~ C.XW in red cell and ~ counts, SWUM ~, setun cm6Wn8, sanim
glummc cmalacew tramsaminase(sGOT} and uric acid m wine wansml albUmiN@ may occur.
The9e hdings have nut be” associated * clinical ~
CARCff40GEf4ESiS, UUTAGEf4ESfS, IMPARWN7 OP PERlltk
Lmg-tem studies in mimals have nc4 been performed to evaiuale carcirmgmic pder4id. No evidenm d
9WMICtiffiitY W.50&nir@ ininuitrdlesis.
PREQNANCY
TomlogImic Etfuf9.P mgn8n5y CatcgOq f3. Rep40dwcfkmsb&shfwebmnp 9dum6di nmtsandrath?5
d~W~2.7ti l.dti-~m~jmum _m@~~(l.~gI/@i” a~kgindtil),
respectively, ard have revealed no evidence of impaired fedlii m hum to #m * * to hpamidd. There
we. howebwr, no 85equam and welt-ccmtroled studies in pregnafn woman. SscmuW aim mwdxfkm
5tw3iesare rmt aiwa~ predmfii of human respom6, tfns drug slmuid be wad @ psgnamy On& i Cknal-ly
rmedad.
NURSING MOTNERS
it Lsndktw+n vheiherihii drug Lsexcrefed inlWnanmilk.~nwiy&w gsmaxctuW inhuman miik,
cablicmshcwld be exercised * topamti is administered to a mnsntg woman.
PEDIATMC USE
Safely and ei?ectiwness h pediatric palkm-dsfta~ been e#abWwd in p6diabi2 ~~6phy, Ccmp@d
Wnogr@y (had and body) and excmbny wography pedidric pafknk at h!glmr * d expknchg adwme
events during C4mtrastmedurn adminisfratii may hlclude IJm5e having ~ n SeiMMty @ mdczdkm
andlw allergens, cyandnctmart disaase, cOn@ii head faihne, a serum weaWIW greater than 1.5 mgML of
tfmSeless t&’n121w3ndls Of age.

------ ADVERSE REACTIONS-,: ....-.-~ .——....-.-— .--... .- —-- Adversereactions folbwna ma US9 of oc+.midol are usuallv mdd to moderate. setf.limbed and transknt
m angicardkgraphy (597 ‘&ierds), the a&rse rmctons W:ti an est,mated incii d me percenl w higher
are: hd Uashes 3.4%, w-.@Yafmctons 3% mnnmg 1.8%; trndycarma i .3% ~ 1% hii 1%
10 a clinical trial whh 76 P8diifric patients undergdng angvxardiia@y, fncI iulveme reacl!ems (2.6%] M
renwtelyatbibuted totfw contrast nmdia ware reported. W patients were bssmanfwa Years of a@. both had

-C head d!=- * undedYIng ri@Mwotricular abnonnalitii and abnormal Pufmonary circulation fn
me patmnt preexntmg cyanosis was transrnnffy intensifkd folkwing canbast nmdia admitWmtiOm tn ma
6ecmd patiint veexis+ng deer@.sW perpheral perfus!-ao was mtmsified for 24 hews fdkivmg Um
exammatmn. IS-se PRECAUTIONS for mformabonon hgh nsk nature of mesa patimts]
Intravascukw lm@icm of wnbast n-mda ,s frequently associakl with the swwadan of warmth and pain,
especially in penpherai arleriograp%yand venogrmy pain and warmth are kss fmqwnt and less severe with
IOpamdd Injecbi than with rhatnzoale meglumwteand diatrrzoateSOCMIMrnj.
The following table of !michce of reactions is based cm CIIIW%I studiis wdh IopamkW ln@@iin in abotd
2246 patients

ADVSRSE REACTfONS
Esbmafed Overall hmdencs

System >1% S1%

Cardovascuiar

t4eoJ.aus

Dgestiw

Respira@

Skm and Ap@ndages

60dy aS a Whok

Special Setw9s

Umaentil

t-me

pan [2,6%), bumrng
sen.satwm (1.4%)

Ilauaea (1.2%1

none

twae

hot flasks (I .5%)

“watmm It. t%)

“One

tachycardia, hypofensbn, hypm!enscm, myocardial
L@?emia,circulatory coltapse, S-T segtnem -s.
won, b~mmy, ekVasyskXes, venbtculaf fibrlfabco,
angina pectins, bradycmdm, @answnt Lschemic
altack, thrombophbbitis -;

vas0v6gal reecth, b#~tiam,&i&4. ‘
falnlnes

vcimtmg, anwexia

throat ccndricton, dyqwwa pufmaty edema

rash, umcarta, pfurdus,IfuWng

fW*Che fwOf, &ilk, ex~SSIW SWatW,
back spasm

taste atteratmm, rmal congestion.
vISUd d!sturbmces

urnaw refentm

Regardless of the contrast agent empkyed, the overall esffmated mcm?enceof s.wiws adverse ream k
hgher wdh ccfonafy eflerh?graphy than wth other prmxdures Card,ac decom!wm.mom wmus arrhythmiasof
myocard,al !Shem,a or infarcton have b?en repOIt.3dwth bparnldd lnptmn an.5 may occur during ccfonary
arteri~rnphy and @h venmctdography Following coronary and ventricular VWcbCOS.certain ekcbOcardO-
graptuc changes lmcreased QTc, increased R-R. T-wave amplkude) and mrtam twrnc@mmlc changes
(decreased sYstolIcpressure] occurred !.3ssfreWenllY wilh Icpamidd ln@on than with diatrizoate megl.mme
and dmlr!zcate sodum injecbon, mcrea.sed LVEOP occurred kss frequently after venbddar ic$amidol
mpcbons
m aortography, me osksot procedures also include Wiry to Ihe aorta and rw@Ilmnng organs. @eural PwWMre,
renal damacw rnclcdmgtnfarcthcmand acute tubular necr.ms wdh ohguna amdanuria. accidental selective fillii
or m+ rgh~ renal atliry dur!ng the lranslumbar PrOc.3dur0 in lb presence of P.3Wi5tWI renal dtsease.
retrcpermmeal hemcfrhaga horn the translumbar aPpmach and spinal cord injuryand @fw40GY -iated widI
the syndrome of transverse myehtls
The Wovmng adverse reacf!cmshave been repded fm iopamdo:
C.@iovascular-arrhythmia, arterml spasms. flushing, vasodilati, chest pain, cardIc@manary arrest
Nervous-ccmfuson, pareslhas!a, d!zziness CWWIIISIWIS,paralysis, um!a
Res@arwy-mcreas@ cwgh, sneezing, asthma, aFIWa, laryngeal edema, chest tightms, rhintis
Skm a“d Appendages-mectlon Ste pal. usually due to extravasalwn andlor erythemalous svmllmg,palm,
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8tUdi0SW 00f dW+3 @l@w d h“~” re6p0m9!thlsdmg d10uldbeus0dd—i!3 mwaw
rlmldBi

Oflry#dealiy

NuRslNGlmTNEns
ffiSlldm~**&~X~- in~-tiK~my*ma~rn~*
C8tdimdlwrdbn wfcmdwh6n k+Mmidd isdmir@mdf daN.uning—
PEDrAlmc USE
sdaryal'dOmecownes.s ilf@ahpatlfm& l?4wb&Jn@amhnljinp,3d &ic ~aw. ~
tomogr@y (bad m?dbody) and excret~ umgraphy. PediaW patienl$ M hi@eI risk d a~?
9V01dSdUflW ~lfWjtumadmin@* rIMyiIwMthcIS.3hmmfg_a~ ~~
ancflaf allergens, Cymdic w ti~~. ~ive m f&kXg, a SeOJm~
fhOmbSu@n 12mulutsc4ag0.

-~1.5Wflti0f

ADVERSE RSACTIONS
~~sfdfowghsused~ amusudtyrnildb~sdf-knited mdkm5ieM
Inmgbcardtogrgfhy(597 ptdiems),the adwme madions wilhanesfimafed ~danepercent orhighw
are: hd Mshes 3.4% ~ pncbfs ~ ffushhg t.~ b-a l.- ~l%hesl%
inacfiricaf bidti76pediatk pgrienr5 undergoh gang’mWdqWhy,tW~lWdbn6 12.6%} bdh
r-**~*-=mOdta WeraqOftecisdhpsti8ms W0fa hss,mtnmyemdqtihad
cyanc4ic fWaltdl$Oase nilh LmdMying Irghlvemdcularb—cwnlaldie sandafnmnai w-~ In
- K me@I19 CYWICSSwas mn5kMY kwensifiedWmving mnbusf * adminiskdion * &
~ m v- d=~- Pemd Pwf@X was ‘bltW@ad 4ci24f’muls k#Mngffm
examil-larml. (* PRECAUTK2NS & m+om@mn ~hQhtir@Lwedlh6sa@wtsl
fntmvascular inj@tma d contrast meda is heq@nGy assmamd with tha ~ dwmnlhsnd @n,
VW m Per@e@ ~raphy ad veWa@K pm h wan-nthare ISSSImquOntamd- SYVOM@h
1~ J* ~ * -M* nmglumh-mand d*20d9 sodiim in-
Tfwtibwimg table dimciieofreacmria is based ondinwal studiitibpanidd fnjectmnilf8b0d
224d pafiems.

AGVERSE REACTIONS
Esdmamd overall Incidmcn

Syslem >1% <l%

Cardmwscular I-mlm tachycardm. hypdemim hypmensmn. mymardid
i5chel-f@ Cucufd.myCu@sps8,s-T S4gnundcJafweS.
sicm,bigaminy, e~, Ventricular17brilldion,
qina pecttis. ~W ~ bcfmmic
Ilrlack, rhr0mb0phk3bkis

NeNals pain (2.8%}, bumicg :-awl mcfiam &“timrnls, & “
SWSarmn (1 .4%)

G@sIive nausea (1.2%) Wmtnlg, alwrexia

Respiratory norm mroai CmWri&m, c@plma @lmlWy edema

Skm and -ages none rash, “Ilicada. - mlshklg

Ecdyasawrmle hot - (!.5%] headwhe, ~wx, * excessive sweating,
back spasm

Special Senses w=mm (1.1%1 faste af!erafions,nassf m-tgesb,
Vl$ual d&WJances

Umgendd rwne urinary Mtentmm

Regardkss d w cormast agent employed, Ihe overall esfimated incii d mious adwemereacfims is
h~r with mmnwy arr~r@Y Win with @her procedures. CamJIe4~ , seriaus anhylhmias w
myocardtaf ischemia u Warcf@ have been repcfied vnth bpamidd Injecfinn md may ocuu dwmg c—xmwy
arfer%gr@y and left uanfricu&gra@y. FolfowIng coronary and ventricular Weclims, cetmin eWbowdo—
grapfw changes (increased OTC, increased R-R, T-wave am@ti) and certahI ~ c-
(decreasad sysrotc fmzsurel occurred less freqwtfy with ~ fnjecton * wilh diabi20at9 meglunmw
and dmtnzoate sodium in@cfiom increased LVEDP occumd fess $mqtmmy ~ ~W ~
mfecfimw.
In amography, me r@s d pmedures also mdude Imury10lhe acfta and neig~ ctsaw, pleura4pmcture,
renal damage twiudmg InfarctIonmcf *uIe tubular necrosis wth Ol!guriaand _ acc!deofd seleclwe fillii
of fhe right renal arlmy during the franslumbar Procedure in the Pfesarca d rmexsting renal ciismse,

~,~~<.,...... . .. . . ... ... . . ... . .. . . , ..-.-. =.....,...”_-

rerropmbmeal hmmfmge from dw rranslumbarapproach and spinal cord mwty and pthobgy assccmfad *

.

ml?sym570meor fmnsveme myeiii!s.
The fofbwmg adverse rew3m5 have been reined b @amdd
Cardiovascular-arrhythmia a!ler!al spasms, flnishmg,vasod!abon. chest pain. camli%whrmnaryarresi
Nenws-ccmfusfcm, pmsnmsia, dizziness, c0nvulsIm75,para@s, coma
Re@arcfy-wcreased cough, sneezing, asthma, apnea kyngeal edema. cfwsi * rhmti
Skin and @pendages-rn@iti We rmin USUMY due 10 extravasahon amdlo$e@m8wIs Svmfllng,Par’la,
pencfbifal edema, facial *a
Urcgenitaf-pdin, hemahma
Speco31Senses-watety, ** eyes, tacrtmafi-amconjuncbvtim
Muscufoskeletai-mu.scle S4MSII, UMIlun!ary leg mOWIIWIl
&dy as a Whde-trenwm ma!am, anaphykctod reacftrm [characterued by ~. =@@W ~
ctdanecus symptoms],pain
Dgesfive-severe relchmg and choiung, abdarmnal cramps
!30me ot these may occur as a ccmeffuence of the procedure. CMfwrreactwmsmay also occur wdh h use d
any contrast agent as a ccmeweoce o+ the procedural hazard. lhese inclixfe fmmwdmge w pse@o-
aneurysms at the Puncrwe sale,bachtal plexus palsy Wowing axil!ary anery In@kms. chest Pam, myacadal
mlarcbon and transterd c- m fmpatorenal chermsby fesfs. Ar18nal Womb@s. d@.4c8mrd d Maf
plaques, venws thrombasm d@sectmn of the comnaty ww.sels and fr~ *S anti are rare
ca’nPl,ctim.
GENERAL ADVSRSE REACTIONS TO CONTRAST MEGIA
Reacticmsknown to occur wdh parenteral adminlstmt~ of mdmated mnt contrasf X (sse Ub3Iiing fmbw)
are powble Wh any rmnmmcagent Approxtnately 95% of adverse madms ~ylnglhelmeofdhef
wafer. sc+uble mtrava=ularfy admmkfered contrast ** are mild m *rate in degree. W-4wwr, r*.
ffueabniftg reaciwms ad !=adtiis, msffy 01 cakwasdar origin, have tiurmi RePuIed incidence d
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**tih*nt*ati dtir_d-=ttia ~ti6.6@l*(0.~)blm
lo.ompafws (o.ol%l. MOstdeamsoccw dlmng”mfdiM or5blonlknkesfefw, fh0nwlf8aflJr.s ffOmg
cardiac mmsfwith cardiiufardsea.se asti main agWm&lg facZlr. f5dakdqlm5 dfhypohmM
mf@=@~=eti@in-l_e.The ImW8ncedmlseshnfsd
(0.W5%I.

bb010ufcJ2Q030 @slds

AdvUssreaaOns tolnfedabls comJasfnmdlafdf kdOfwocatag&S:~~
r6acfu2m Chenmfomc reacficmsr8Wffmmlh s@ys-cc-chemicd fxopmlkdti conmasfmsdiun. smdom
and fhe~dinjsctan.A Jlfwmo@amc ~ard@uliasborgat-E0rW8saf6 ~by~
c.adsa9f medwmam included mth6 cmegory.Exw~wiLhicqmnkM ~~u~~
ckwmfml (e.g., pain awfJw wammh} h peri@srd ~.Fevmrdwmgssar6.nc4sd inwnbicu&
fone6an dfsf wanfncubgrafmyand coronary Muicgr*.
~maclmrwinduds ail dhsr~ ThsyOcaKm~ mpn6eMs201040pti.
w~timtimyw mydm~mm~dq~. b~d-, ~
nwd$dkyecfwnand fheradkqrapinc fmcedure. ldmsymdc mac60rx~s@div&d klb nlimn,
#nemm&m and ssvere The mitwx mcfiwfs amself-hmited mddshod~,lrm awsrs~we
rre.!heatemmg and treatment IS ur~ and mandafory.

Themodedmii denceofadvefzemctionstocmbasfmediain patimfstiati6mtyd~k*ti

fwUwgensrd po@aficm. PafienLstwth ahbtuyd prevbus reacsombacanbast nmdnnn’esueetknas
rnwesuscephbb lhanoth-arp61iefds HOwever, sensmmy fownbasi media does nof8pp3afM~w
rspeafed examinatkms. k@3fadwse reacsarmm~avascukw~ mw~~w~
minutes aftw tlw San of infscfma.but delayed macfmns may &Xor (We PREcAU-fW+4S-Genmf],
lntibb~~d~ fe-sm~titim”~, hq~~~~
bsenrepcfr6d tittwu3s Ofother mfravascubwc4mmsf agerdsand arepossible wifhths~of~ *.
ZduMe imfhakd WnbM agent:
C4dwascufar--carebral hamafama.s,@echae

win ad ~s–skm n==E
umgeflifal—c6motK rwfhrms d proximal fuindar calls. renal feikaw, namcpmb

Special Senses-ccqurcbval chemcsii * W*
Nemafc&@c-neufr~la

OVER DOSAGE
Treafment & an overdose cdan injectable radii conlasf mdum is dnecied toward the st$$mtt d 6J tit
funcfmsandfxwi ~ d s~ *WY

DOSAGE AND ADMINISTRATION
GENERAL
lt ISdesirable that sofufmw of radbpaque dmgncdic agents for inhlvaXUlaf usabeatbOdy t9nVlwmurewhsn
in@ed In the event that uystailkaton d 6!s msdium has occutmd. p!ac.aihe dd in hot (6W 10@C) wafsr for
about !ive mim$es, lfwn sfvakegentfyto tin a dear soluficm.~ to btwly tem#ersfum bsfom use. ~
Vml wiffmuf m N SG4ii pemist
Wtiawal of ccofrasf agents from thsir convmmcs shou!d bs accomgdlsfwd~ ~ ~ *
sfefib syimqes slenk? technqces must be ussd & any
guidevmes

~rn-dti~ end

Padenfs dwuld be wfi hydrated @t% to and fmbwing bpamidd Ajecfkm admidsfmtion.

As &h W radiqxque contrasr agents, onfy ttm bwsst &we c# kpamidd l~fica necessq m tin
sdequafe visuafizaticm shwfd be uwd. A fowsf dose reduces ffm ~ of an sdvsrzs reactkm Mosf
p-cadwws do mt mquim use of dthsr a maximum tie or h higfmf av@lsMOcoocemafion of ~
Iniecti. the combination of dose and Icpamidd h-qectioncmcwnration to h & ~ & -~
mWvMuafize4 and factws such as age, WV size, size of the vwsseland & M@ 6ow rats, mtkipafed
pstfwbgy aod degree and exfent of opecficatkm rsquired, sfnmhwefs) or ama to be emmti, *W
pmcez.ses affecting me psfienf and Wulpment and techniqus m be 6@9yt?d sfmk+ b umsi&md.

CWESW A~lOGRAPW
fqmmidd ln@ficm 61% @OOrogl/mL) shoukl be uzed The WI iWfMdud in- by carotki putwlwe or
fransbnmral CWi.eferizabonis 8 to 12 mL @h fofal muil!ple doz.% rargmg m W mL
F%MPH-L ARTERfOGRAPHY
lo@midal hqection 61% usually wovtdes _le wsualizatbn Fcs i“jecson i“m 6w lamzrai attety w .. .....-:......

subclavian artery, 5 to 40 mL may be used for inkcliin Into dw * fcf a dmfal runoff. 25 to 50 mL may be
used. Oo$es up to a War of 254 mL d Iopam!dol ln@3mn 61% have fmsn iadministeredduring per@eral
artefiography
PERIPHERAL VENOGRAPHY (PHLESOGRAPHY)
fopamti In@bon 41% @Omgl/mL) should b used The us.uaf~i63Sb lSOmLperbw8rexWmity. The
combmed total dose lot muH,pb mjecfbns has cd exceeded 350 mL

s21XCTE0 VISCERAL ARTERIOGRAPHY AND AORTOGRAP$tV
Iopamdol Injecticm76% {370 mgllmL) sfwwkl be wad. Ceses up fo Xl mL may be required fm injeclkminfo 6w
larger vesssls such as the aofla or cehac artety dmsssup to 10 mL may im required k? mm intod!a rsoal
arferIe3 Often, bvi-ar doses will be suffidiL The combined fdd dcse ErannMiple injecfinnshas nd exc8edad
225 mL.
PEDIATRfC ANGIOCARDfOGRAPHY
Iboamudolfniehon 76% shcdd be uwd PediatrK arnuocardmm6c41ymay bs o@onnsd bqiniikWa
bige pmph&l van or by dtwm cafhefenzalon of fhe ‘ban -
The usual @se ran@ fcf single InrechonsIS pmwded m the fdbwing fabfe:

Singfe Injection - usual 00.s ~

AW mL

<2 years 10-15
2-9 years 15-?4

10-18 years 20-60
The usual dose for cumulahve Iniedkans is wOvti in flw followirw fabfe:

Cum.ldh Ir$nctknu - Uuuf Don ~

lopamdol ln@on 76”/. should be used The usual dose for sek?dve corcmaryarfety m~icms is 2 to 10 mL
The usual dose for w?nmculography,or for non$slecfive opaciiicatOn of mufbple ccmrmry aderms fdlowmg
mpchcm al the acntw rcmt,IS 25 (O50 mL. The total dose fw ccmbmad prccedufes has nd excseded 200 mL
EKG morifonng & essenbal
WCRE70FW UROGRAPHY
Iopamtiol Injection61% may be used The usual adun dose for lopamidd Injedm 6t% is 50 mL admimsfered
by rawd intravenous !njecbon
PEDIATRIC EXCRE70RY Uf?OGRAPNY
Ionamtiol Inlechon 61% mav be used The dosaae recommended for use m C4nldrenfof 0$.WefOVur09raPhY IS
I “mLlkgto i mL/kg for Iop>midol In)ectkm 61’~ It should not be necessary m excsed a total dose-d W-91
COMPUTED TOMOGRAPHY
Iopamlm In@ax! 61% may be UA
CECT of the Head-Tlw suggested dose of lopamtil Inject!on 6*”A is 100 to 3fXl mL by intravemus
admmsfratcm Imagmg may be performed Immedlafely affer ccmpletwn d adminsfratcm
CECT of the Hy–The usual adult dose racge fw IWamidol Infecti 61% k 1W to 2U0 mL adminisfefed by
rapd Imtravenws ,nfusronor t!olus mjectwn
Equrvalem doses of 10Pamldolinjecf,on 76%, bassd cmorganically bound odine content may afsa be used
Total &se w edher CECT prccedure sfmuki not excesd 60 grants d kdine
PEDIATRIC COMPUTEO TOMOGRAPHY
Iopomldol Iniection 61“Amay be used. The dosage recommended for USE in chiMren for ccofrasf enhanced
ccmputed tomography IS 1 mL1kgto 3 mL/kg for Iopamidd Iniectian61%. ff shouldnot be necsssafy fa exceed
atc4aldc3e0f34gf
OfWG INCOMPATIBILITIES
Many radmpaque contrast agents are mcompahble in vdro wffh some anfih@ammes and many ohs< drugs,
merefore, no ofher pharmaceuticals should be admixed w~fhcmfm.sl agents
-.
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As wirn al raampaque .ww...t q.,,,., . . ... ., .. . .

@wuale VKIMJZafKUIsfw~ b US@.A bver .5CI.Wreduces the &sdnMy of an adverse reacwn. m..
mx8dw6.s timtmqw9use o(eith9ra m.4xhmd769 wftmhig6e6f4vawfi9 cwmnfradOn OfhQmkfd
Mi9ch0n; ffm combinafkm of doseand&wnidc4 f@aiOn m-mmnfM 2.3 Lwus9ddwMbecamfimy
i71c4vidualizedand facfWssuchas6ge, &dysize, sizeoflh6. ~8ndits Wtimfe, andc@tsd
P=fh0k9V ati _ ati Wdeflf Of IXMCiI%=tiLNItacfuti, sfrucfds) W .lma to LJ6emmkmd, *
mIG95s6s aff9ctifg fim patint and equ@mnf 8nd hseh+ /0 h 6n@0y8d 5#kw# S8 ~.
CERESRAL ARTERfOGRAP22Y
IOpWfIidd Injecfiea 61% (30J mgI/mL) sfmukf be used The usual ktdh@MI ill@kXl bycWc4kdfnmchu00f
Imrwfemoral camefenzaticm!s B to t 2 mL with fetal mdtiple doses mngklg fo SO mL.
PERIPHERAL ARTERftXRAPWl
fopamidd lnjechon 61% usually prmades adeq.am visualization. FM injj into k lanmral wtery CM
subclavian arlery, 5t040mL maybe us@ fcf!n@on intotfmaotlatiadSW rummT,26t060 mLmsybn
used Dceasup toatotalof2SOmL of fopamidd ln*61%hswbwn 6dniidwing@ph6rd

-W.
Peripheral VSNOGRAPNY (PNLssoGftAPHv)
foparmdc41n@kon41%{ZCOmgt/mL) sfwuk3be@ad Tfmu$ual*is2S~ lSOmLfmrlowwawemify. TTIE
ccmlbinedMald0s9f0r lmmipk3kl@c4i0nshasrKlf exce9ded3so A
SELECTEO WSCERAL ARKRfo@APHY W AORYOGFIAPNY
lopamldc4kyecfm 76%1370 nMJllmL)5hm6dbeused 005esupm60nlLmay berEaWJedfm-kljj infos19
Iargwwssdswchasihaaanaarcelac ~.d06es up fO1OmLmny bOmqukedbr kI@fbninbth6ran61
aft9nes.0hen.bw9rd oWSwillbeWfWi9ri TIwmrnokwd lotalcka60f0rmufL@einjjfWJnu axce,&gd
225 mL
PEOfATRfC ANGfOCAROkXWLAPNV
fop6m8d011nfscti0n7S%sh0ukl b4used. Pedkdxic6n@cardogm@y nmyb8pWormed byin@bn WOa
large panpheral vein or by direcl cafhe@u‘alhndh hart
Th9usuaf clos9rang9 f0r6mglainfec+0ns ispmwdedi nffm!d~tabk

Singla fn~kfon - U81Ja4008slMmgs
AW mL

<2y9nn 10-15
‘2-9 years 15-W

lo-la y9afs 20-60
Th9 US@ dcse 624cumulatm m9ctmw i6 pmwd9d in the fdfowmg tab!e:

CumuMve Inlutkxm – Lfsuaf h Ruwo

njji~&jj~

Wi 9 A&i ;:~

CORONARY ARTSRfOCiRAPi+Y ANO VENTMCULOORAPHY
@amdcdlnfecOcm 76%slmIJdbe us9d Thewaldc69 f0r5eled@ coronary artaryin@ctions is2t0 10mL
Tfw usual * for venbiculcgra@y, w fw nunselectwe opac&afiOn C4muilIpfe coronwy ~ 40fbWng
m@wnatflm ac@cr6@m25to 50mLThe fotaldmeforcomEumd
EKG mmhring is essenbal

pfocadures has w exceedd 200 FTIL

EXCRETORY UROGRAPHY
Ic$amidd Inlechcm61% may be used The usual aduit dose W I@amii Infection61% is 50 ML _“ni518Wd
ty rapid inramncus in@tcm
PSOfATRfC SXCRETOW UROGRAPHY
Iopamtdol lnpctkm 61% maybe@ The dosage nmmm9mW for w m chikhm fu excmtwy umgri@y is
1 mLlkg tO 3 mLlkg for IoPw!.31 ln@iin 61 %. RQIOIJ!dM ~
COMPUTED TOMOGRAPHY

n9c9566ry to exca9d a til dc69 C430 91.

Icpamdof Injectmm61% may be u59d
CEC7 of me Head-The suggested dose C4 kcpamidd hjectim 61% is IKI to 200 mL by mbavencws
6dministraOm fnwgmg may be f=tirmed mtiately affef com#ef8m of adm,ni~.

CECTof ffm Sody-The usual adu+ldoss mnge b fcpamktd lnjedon 61% IS 100 to 200 mL administered by
rapd in&awem2Usinfusm or talus injectwn
Equ!valenl doses of Iopamdol lnj+ci!cm76%, based on wganicalfy bmd iodine Ccmtent,may afso be wed
Total @se for ether CECT vocedure shoufd na exce-sd60 grams of icdii

.=v--—k- s-+ PEOkATRfC COMPUTEO TOMOGRAPHY
Iopamdol Injection 61% may be used The dosage recommended for me in children far COIWaSfenhanced
ccmpuied nomographyIS 1 mLlkg 103 mLJkgfcf Iopamdol in- 61%. ftsfwuld Moe nemssawtn exti ..... ...... ....... . . . ......... _...-.-.......=
at0faldc=3e0f30gI
DRUG w4cok4PAmmLms6
Many radmp6q&e contrasf agenfs are Imcomp.altblein vitro Wh sane ardhstaminas and many ofher d!mgs
therefore, maother *annaceutcais skxda bO admixed wth w4@asf agents.
Parenf9ral drug products shou!d W in6p3cled vwlly fof pafliculata maftar W discoforafii prior to
admmistratnn, wtmnever solutmn and ccofaner permi Iopam@d sdtiions shouki be used onty ii cIear and
wtffm the normal cotorfess to p91eyelbw range.

HOW SUPPLIED
!opamddInfedon,USP 41%

2WJmL SINGLE OCSF Vial packaged m t 0s INOC 0641-2474-43)
Iopamti fnj+cton, USP 61%

50 mL SINGLE DOSE V!al packaged m t IX INOC 0641-2476-431
100 mL SINGLE DOSE Vial packaged 10 tOs (NOC S641-2477-)
150 mL SINGLE 00SE Wal packaged m 10s (NIX 0641-2476-43)

Iqamdol Injecfm, USP 76%
so mL SINGLE 00SE Vial packaged in 10s INDC C&l-2461-43)

100 mL SINGLE LXISE Vial packaged m 10s (NDC 0S-41-2462431
150 mL S/NGLE 00SE viii packaged m K% (NOC LWl -2463-431
2CmmL SINGLE DOSE VIai packaged In t 05 (NM W41 -24S4-43)

STORAGE
6toreat controlled mom temperature 20”-25°C IS6”-7?”FI Pmfecf hum lghf Otscard wwsed @fficn.
Caulzm Federal law prohlbttsdispmsmg vntfmyl prescr@tum.

Manulacfured by ELKINS-SINN, Cherry Hill, NJ 0600340S9 1551#3dJqlril WS6
A d,v,smn of A. H. RObiflS COmLMY J-2474
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10 S/NGLEDOSEVials – Each contains j 00 mL

NDC 0641-2477-43 BUM

111111111
h
z

10 S/NGLEDOSEVials — Each contains ~ ~ fl m!

NDC 0641-2478-43 IIMU
IOPAIVIHN)L 61/o ‘xlo

~

$
~ 30’% OrganicallyBound lod@g

FORINTRAVASCULARUSE
SINGLE DOSE VIALS-Discard unused portg

Each mL contains iopamidol 612 mg, tromethamine 1 mg and edetate calcium disodi%
0.39 mu pH adjusted to 6.5- 7.5 with hydrochloric acid. Each mL contains approximately
0.043 mg (0.002 mEq) sodium and 300 mg organically bound iodine.
USUAL DOSAGE: See package insert for complete prescribing information.
Storeat controlled room temperature 20”-25°C (66” -77°F).
PROTECT FROM LIGHT: KEEP COVER CLOSED TO PROTECT VIALS FROM EXPOSURE
TO LIGHT. Inspect for particulate matter before use.
Caution: Federal law prohibits dispensing without prescription. Code: 2478-43 B-32478
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10 S/NGLEL?USEVi – Each contains zoo mL
NDC 0641-2474-43 11111
IOPAMIDOL
INJECTION, USP

41/
20% organicallyBoundIodine

C!EEl 00

FOR INTRAVASCULAR US@
INTRATHECAL USE SINGLE CWSE v/A~S-Discard unused pmti~

Each mL contains irrpa
0.26 mg; PH adjusted to 6.
0.029 mg (0.001 mEq)
USUAL OOSAGE: See pack
Store at controlled room t
PROTECT FROM LIGHT: LOSEII TO PROTECT VIALS FROM ExpOSURE
TO LIGHT. Inspect for particulate matter before use.
Caution: Federal law prohibits dispensing without Drescriotion. Coeie: 7474.49 R.azi74

_. .. .. . ..... .. ---- .:.7.-,.,. ... ... .:. ., .... “-.-.. ... ... . --...-=. .’.’----- ... . . . —

10 SINGLE DOSE Vials — Each contains ! !“’ : i

NDC 06 M-2476-43 llm
IOPANWXL ‘o ~Ijjf /
INJECTION, USP 30% Organically Bound Iodine”

FOR INTRAVASCULAR USE>
SINGLE DOSE VIALS—Discard unused porfiorr ~

Each mI. contains ioDamidol 612 mo, tromethamine 1 mg and edetate calcium disodium
0.39 mg; pH adjusted to 6.5- 7.5 w~h hydrochloric acid. Each mL contains approximately
0.043 mg (0.002 mEq) sodium and 300 mg organically bound iodine.
USUAL OOSAGE: See package inserf for complete prescribing information.
Storeat controlled room temperature 20”-25°C [68” -77GF).
PROTECT FROM LIGHT: KEEP COVER CLOSEO TO PROTECT VIALS FROM EXPOSURE
TO LIGHT. Iospect for particulate matter before use.
Caution: Federal law prohibits dispensing without prescription. Code: 2476-43 B-32476

.-—...



10 SINGLE DOSE Wats — Each contains so ml
NDC 0641-2481-43 11111

IOPAMIDOL 76/
(.!2

o (3>
o ~

OrganicallyBotmdIodine@
INTRAVASCULAR USE>
VJAfS+scard unused portiin ~

1 mg and edetate calcium disodium
0.48 m~ pH adjusted to 6.5- 7.5 with hydrochloric acid. Each mL contains approximately
0.053 mg (0.002 mEq) sodium and 370 mg organicatiy hund iodine.
USUAL O08AGE: See package insert for complete prescribing information,
Stem at controlled mom Temperature 20”-25°C (68”- 77”F).
PROTECT FROM LIGHT: KEEP COVER CLOSED TO PROTECT VtALS FROM EXPOSURE
TO LIGHT. Inspect for particulate matter before use.
Caution: Federal law prohibits dispensing without prwcriptiorr. Code: 2481-43 B-32481

100 mL SINGLEDOSE w
WC 0S41-2482-41

NOT FOR INTRATHECAL USE

—------- .. .------- ..—.- .- -,.=z-_.--2s_y,T_----- ....4- %9,!

10 SINGLE DOSE Vials — Each contains 100 rnL

NDC 06m-2482-43

1111111
0 ,,..-..:.-.-.-...........--.-..’..,.-“.”;..-”-.-.’.-“=-..=

Ml ..,.3
IOPAMIDOL

37% Organically Bound Iodine ,

‘E!?K!?kQ 76’0 ~

“: ‘? ~ FOR INTRAVASCULAR USE I=

TidE&&KLkE L ~Efl~s~V/ALS–Discard urwsed portion
Each mL contains iopamidol 755 mg, tromethamine 1 mg and edetate calcium disodium
0.48 m~ pH adjusted to 6.5- 7.5 with hydrochloric acid. Each mL contains approximately
0.053 mg (0.002 mEq) sodium and 370 mg organically bound iodine.
USUAL008AGE: See package insert for complete prescribing information.
Stem at centreklad mom temperature 20”-25°C (68 °-770F).
PROTECT FROM LIGHT: KEEPCOVER CLOSED TO PROTECT VtALS FROM EXPOSURE
TO LIGHT. Inspect for particulate matter before use.
Caution: Federal law prohibits dispensing without prescription. Code: 2482-43 B-324B2
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10 SINGLE DOSE Visk — Each contains 150 mL
NDC (NW-2483-43 9199

IOPAMIDOL
‘..”)

76/ o 0 +

!
37% OrganicallyBound iodin~

FOR INTRAVASCULAR US>
INGLE DOSE VIALS-Discard unused poriio~

J--- !

Each mL contains iopamidol 755 mg, tromethamine 1 mg and edetate calcium disodium
0.48 mu pH adjusted to 6.5- 7.5 with hydrochloric acid. Each mL contains approximately
0.053 mg (0.002 mEq) sodhrm and 370 mg organically bound iodne.
USUAL DOSAGE: See package insert for complete prescribing information.
Stemat controlled morn temperafram 2tW 25% (SSO-770F).
PROTECT FROM LIGHT: KEEP COVER CLOSEO TO PROTECT VtALS FROM EXPOSURE
TO LtGHT. Inspect for particulate matter before use.
Caution: Federal law Prohibits dispensing wfthout prescription. Code: 2483-43 B-32483
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f O SINGLEDOSE Vials — Each contains zoo mL
NDC 0641-2484-43 Ilul
IOPAMIDOL 76/ o 0
INJECTION, USP 37% Organicaiiy Bounda

I ,,,
‘:,

:)

co
iodine

I-EEl FOR INTRAVASCULAR US%
INTRATHECAL USE SINGLE DOSE VIALS-Discard unused portioiz

Each mL contains iopamidol 755 mg, tromethamine 1 mg and edetate calcium disodium
0.48 mg; pH adjusted to 6.5- 7.5 with hydrochloric acid. Each mL contains approximately
0.053 mg [0.002 mEq) sodium and 370 mg organically bound iodine.
USUAL OOSAGE: See package insert for complete prescribing information.
Store af controlled room temperature20°-250C (68° -77”F).
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VER CLOSEO TO PROTECT VIALS FROM EXPOSURE

ii, $@~l/%f@l law nsmg w!thout prescription. Code: 2484-43 8-32484


